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(2) The PFF content of three ran-
domly selected samples from each U.S. 
retained lot shall be used to maintain 
the Product Value described in para-
graph (c)(2)(ii). The manner and effect 
of such maintenance shall be as fol-
lows: (i) Find the average PFF content 
of the three samples. 

(ii) Determine the difference between 
that average and the applicable min-
imum PFF percentage requirement of 
§ 319.104 or § 319.105. The resulting figure 
shall be negative when the average of 
the sample results is less than the ap-
plicable minimum PFF percentage re-
quirement and shall be positive when 
the average of the sample results is 
greater than the applicable minimum 
PFF requirements. 

(iii) Divide the resulting figure by 
the standard deviation assigned to the 
product’s Group in paragraph (b)(1)(ii) 
of this section, to find the standardized 
difference. 

(iv) Use the lesser of 1.30 and the 
standardized difference as the Sample 
Value. 

(v) Add the first Sample Value thus 
calculated to the latest Product Value 
calculated under the provisions of 
paragraph (c)(2)(ii) of this section to 
find the new Product Value. To find 
each succeeding Product Value, add the 
most recent Sample Value to the exist-
ing Product Value; provided, however, 
that in no event shall the Product 
Value exceed 1.15. When the addition of 
a Sample Value to an existing Product 
Value results in a figure greater than 
1.15, the Product Value shall be 1.15 and 
all previous Sample Values shall be ig-
nored in determining future Product 
Values. 

(vi) New lots of like product shall 
continue to be retained pending dis-
position in accordance with paragraph 
(c)(1) of this section until, after 5 days 
of production, the Product Value is 0.00 
or greater, and the PFF content of no 
individual sample from a U.S. retained 
lot is less than the Absolute Minimum 
PFF requirement specified in para-
graph (b)(2)(i) of this section. Should 
an individual sample fail to meet its 
Absolute Minimum PFF requirement, 
the 5-day count shall begin anew. 

(vii) When U.S. retention of new lots 
is discontinued under the above provi-
sions, maintenance of the Product 

Value shall revert to the provisions of 
paragraph (b)(2)(ii) of this section. 

(3) For purposes of this section, the 
plant owner or operator shall have the 
option of temporarily removing a prod-
uct from its Product Group, provided 
product lots are being U.S. retained, as 
produced, and provided further that the 
average production rate of the product, 
over the 8-week period preceding the 
week in which the first U.S. retained 
lot was prepared, is not greater than 20 
percent of the production rate of its 
Group. When a product is thus removed 
from its Group, analytical results of 
product samples shall not cause daily 
sampling of the Group. When pursuant 
to paragraph (c)(2)(vi) of this section, 
new lots of the product are no longer 
being U.S. retained, the product shall 
again be considered with its Group. 

(d) Adulterated and misbranded prod-
ucts. Products not meeting specified 
PFF requirements, determined accord-
ing to procedures set forth in this sec-
tion, may be deemed adulterated under 
section 1(m)(8) of the Act (21 U.S.C. 
601(m)(8)) and misbranded under sec-
tion 1(n) of the Act (21 U.S.C. 601(n)). 

(e) Quality control. Cured pork prod-
ucts bearing on their labeling the 
statement ‘‘X% of Weight is Added In-
gredients’’ shall be prepared only under 
a quality control system or program in 
accordance with § 318.4 of this sub-
chapter. With respect to any other 
cured pork product, official establish-
ments may institute quality control 
procedures under § 318.4 of this sub-
chapter. Cured pork products produced 
in such establishments may be exempt 
from the requirements of this section, 
provided in plant quality control proce-
dures are shown to attain the same or 
higher degree of compliance as the pro-
cedures set forth in this section; pro-
vided, however, that all cured pork 
products produced shall be subject to 
the applicable Absolute Minimum PFF 
content requirement, regardless of any 
quality control procedures in effect. 

[49 FR 14877, Apr. 13, 1984; 49 FR 33434, Aug. 
23, 1984, as amended at 59 FR 33642, June 30, 
1994; 60 FR 10304, Feb. 24, 1995; 62 FR 45025, 
Aug. 25, 1997] 

§ 318.20 Use of animal drugs. 
Animal drug residues are permitted 

in meat and meat food products if such 
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1 The equation for the narrative description 
of the calculation for added water is as fol-
lows: AW=TW-(TP-(P-1.0))4, Where 
AW=Added Water, TW-Total Water Deter-
mined by Laboratory Analysis, TP=Total 
Protein Determined by Laboratory Analysis, 
P=Protein Contributed by Group 2 Protein- 
Contributing Ingredients, 1.0=Percent Allow-
ance for Group 2 Protein-Contributing Ingre-
dients, 4=Moisture-Protein Ratio for Cooked 
Sausage. 

residues are from drugs which have 
been approved by the Food and Drug 
Administration and any such drug resi-
dues are within tolerance levels ap-
proved by the Food and Drug Adminis-
tration, unless otherwise determined 
by the Administrator and listed herein. 

[50 FR 32165, Aug. 9, 1985] 

§ 318.21 [Reserved] 

§ 318.22 Determination of added water 
in cooked sausages. 

(a) For purposes of this section, the 
following definitions apply. 

(1) Cooked sausage. Cooked sausage is 
any product described in § 319.140 and 
§§ 319.180–319.182 of this chapter. 

(2) Group 1 Protein-Contributing Ingre-
dients. Ingredients of livestock or poul-
try origin from muscle tissue which is 
skeletal or which is found in the edible 
organs, with or without the accom-
panying and overlying fat, and the por-
tions of bone, skin, sinew, nerve, and 
blood vessels which normally accom-
pany the muscle tissue and which are 
not separated from it in the process of 
dressing; meat byproducts; mechani-
cally separated (species); and poultry 
products; except those ingredients 
processed by hydrolysis, extraction, 
concentrating or drying. 

(3) Group 2 Protein-Contributing Ingre-
dients. Ingredients from Gorup 1 pro-
tein-contributing ingredients processed 
by hydrolysis, extraction, concen-
trating, or drying, or any other ingre-
dient which contributes protein. 

(b) The amount of added water in 
cooked sausage is calculated by: 

(1) Determining by laboratory anal-
ysis the total percentage of water con-
tained in the cooked sausage; and 

(2) Determining by laboratory anal-
ysis the total percentage of protein 
contained in the cooked sausage; and 

(3) Calculating the percentage of pro-
tein in the cooked sausage contributed 
by the Group 2 protein-contributing in-
gredients; and 

(4) Subtracting one pecent from the 
total percentage of protein calculated 
in (b)(3)); and 

(5) Subtracting the remaining per-
centage of protein calculated in (b)(3) 
from the total protein content deter-
mined in (b)(2); and 

(6) Calculating the percentage of in-
digenous water in the cooked sausage 
by multiplying the percentage of pro-
tein determined in (b)(5) by 4, (This 
amount is the percentage of water at-
tributable to Group 1 protein-contrib-
uting ingredients and one percent of 
Group 2 protein-contributing ingredi-
ents in a cooked sausage.); and 

(7) Subtracting the percentage of 
water calculated in (b)(6) from the 
total percentage of water determined 
in (b)(1). (This amount is the percent-
age of added water in a cooked sau-
sage.) 1 

[55 FR 7299, Mar. 1, 1990] 

§ 318.23 Heat-processing and stabiliza-
tion requirements for uncured meat 
patties. 

(a) Definitions. For purposes of this 
section, the following definitions shall 
apply: 

(1) Patty. A shaped and formed, 
comminuted, flattened cake of meat 
food product. 

(2) Comminuted. A processing term de-
scribing the reduction in size of pieces 
of meat, including chopping, flaking, 
grinding, or mincing, but not including 
chunking or sectioning. 

(3) Partially-cooked patties. Meat pat-
ties that have been heat processed for 
less time or using lower internal tem-
peratures than are prescribed by para-
graph (b)(1) of this section. 

(4) Char-marked patties. Meat patties 
that have been marked by a heat 
source and that have been heat proc-
essed for less time or using lower inter-
nal temperatures than are prescribed 
by paragraph (b)(1) of this section. 

(b) Heat-processing procedures for fully- 
cooked patties. (1) Official establish-
ments which manufacture fully-cooked 
patties shall use one of the following 
heat-processing procedures: 
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